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Claims 4 and 33 are objected to because of the following informalities: Claims 4 
and 33 are duplicates. Appropriate correction is required. 

Claims 14, 18, 31, 39, 44-46, 52-54 and 60 are rejected under 35 U.S.C. 112, 
first paragraph, as failing to comply with the enablement requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

A conclusion of lack of enablement means that, based on the evidence regarding 
each of the factors below, the specification, at the time the application was filed, would 
not have taught one skilled in the art how to make and/or use the full scope of the 
invention without undue experimentation. 

(A) The breadth of the claims. 

Claim 14 is directed to the treatment of rheumatoid arthritis, Crohn's disease, 
organ failure or pulmonary fibrosis. 

Claims 18 and 60 are directed to the treatment of liver damage, lung damage 
and/or kidney damage. 

Claims 31 , 44, 45 and 53 are directed to the treatment of diseases associated 
with the overproduction of TNF-alpha, overproduction of superoxide anion radical, liver 
damage and/or kidney damage. 

Claims, 46, 52 and 54 are directed to the treatment of diseases associated with 
the overproduction of TNF-alpha, liver damage, lung damage and/or kidney damage. 
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On page 24 of the specification it is stated that diseases associated with the 
overproduction of TNF-alpha include, but are not limited to arthritis, rheumatoid arthritis, 
Crohn's diseases, ulcerative colitis, insulin resistance, multiple sclerosis, organ failure 
failure, pulmonary fibrosis and atherosclerosis. Also, it is stated that the diseases 
associated with overproduction of superoxide anion radical include, but are not limited 
to, Alzheimer's disease, Parkinson's disease, aging, cancer, myocardial infraction, 
atherosclerosis, autoimmune disease, radiation injury, emphysema, sunburn, joint 
disease and oxidative stress. Further, it is stated that organ damage may result from 
causes which include, but are not limited to, cancer, infections, exposure to 
environmental toxins or allergens, exposure to chemical substances such as drugs and 
alcohol, and conditions such as hepatitis, cirrhosis, diabetes, hypertension, 
glomerulonephritis, kidney stones, polycystic kidney disease, pneumonia, tuberculosis, 
emphysema, bronchitis and asthma. 

(B) The level of predictability in the art. 

The activity of various flavones is unpredictable. For, example, Lee et al (WO 
01/30342) disclose in Example 2 that of the eight flavone compounds tested, only 
oroxylin A inhibited LPS- induced COX-2 gene expression in both protein and mRNA 
levels. Further, there is a good reason to doubt that a compound can be useful in 
treating organ damage resulting from such unrelated conditions, as for example, cancer, 
infections, diabetes, exposure to alcohol and asthma, 

(C) The existence of working examples. 
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The working example directed to the in vitro effect of baicalein on plasma THF- 
alpha, superoxide anion, nitrate and iNOS. However, there is no correlation between 
the levels of THF-alpha, superoxide anion, plasma nitrate and iNOS and the treatment 
of any diseases. Further, the present claims are not directed to baicalein. Therefore, 
there are no working examples showing any activity of the claimed compounds. 

(D) The quantity of experimentation needed to make or use the invention based 
on the content of the disclosure. 

Because there is no way to predict a priori which specific compounds 
encompassed by the present claims will be useful for treating which specific disease or 
condition, it would take an enormous amount of experimentation to determine the 
effectiveness of the claimed methods. 

Applicant's arguments filed July 24, 2009 have been fully considered but they are 
not persuasive. 

Applicant contends that those skilled in the art have an understanding of the 
nature of conditions encompassed by the present claims. This argument has not been 
found persuasive. The literature submitted and the test data submitted are limited to a 
protocol of TNF-alpha inhibition assay and to the activity of various compounds directed 
to the TNF-alpha in vitro inhibition. No evidence has been provided related to the 
correlation of said inhibition in vitro and the treatment of any conditions encompassed 
by the present claims in vivo. 

Claims 1, 12-14, 18, 31, 44, 45 and 53 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
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contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

The terminology "R1 and R2 together with the atoms to which they are bound 
form a methylenedioxy group" and "R2 and R3 together with the atoms to which they 
are bound form a methylenedioxy group" is not disclosed in the specification as 
originally filed. 

Applicant's arguments filed July 24, 2009 been fully considered but they are not 
persuasive. 

Applicant contends that the last two compounds described on page 36 show R1 
and R2 forming a methylenedioxy group. This argument has not been persuasive. The 
compounds shown on page 35 of the specification are not encompassed by the present 
claims. Further, there is no example of compounds wherein R2 and R3 form a 
methylenedioxy group. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1, 10, 12 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Cassels et al (U.S. Patent No. 5,756,538). 

Cassels et al disclose the claimed compounds wherein R1 , R2, and R3 are each 
independently H or lower alkyl and X1 is benzyl (column 1 , lines 45-63). A person 
having ordinary skill in the art at the time the claimed invention was made would have 
envisaged the claimed from the reference's disclosure. 

Applicant's arguments filed July 24, 2009 have been fully considered but they are 
not persuasive. 

The reference's disclosure is not limited to specific embodiments. Cassels et al 
disclose a limited number of species in column 1, which encompass the presently 
claimed compounds. Note, that the rejected claims are not limited to specific species. 
A person having ordinary skill in the art at the time the claimed invention was made 
would have envisaged the claimed genus from the reference's genus. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elli Peselev whose telephone number is (571) 272- 
0659. The examiner can normally be reached on 8.00-4.30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Jiang can be reached on (571) 272-0627. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Elli Peselev 
/Elli Peselev/ 

Primary Examiner, Art Unit 1623 



